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510(k} SUMMARY
Titan Spine’s Endoskeleton’ TAS

Date: May 28, 2010 -
Contact: Kevin Gemas Titan Spine, LLC

President Mequon Research Center

866-822-7800 6140 Executive Dr., Suite A

Mequon, Wi 53092

Trade Name: Endoskeleton® TAS
Product Class: Class |l
Classification: 21 CFR §888.3080 Orthosis, intervertebral body fusion device
Product Codes: ovD
Panel Code: 87

Name of Device and Name/Address of Sponsor

Titan Spine, LLC

Mequon Research Center

6140 W. Executive Drive, Suite A
Megquon, W1 53092

Common or Usual Name
Intervertebral body fusion device

Predicate Devices

The Endoskeleton” TAS was shown to be substantially equivalent to legally marketed predicate
devices. The predicate devices are the Endoskeleton TA Interbody Fusion Device {(K080615) and
the Stalif TT (K073109) and the BAK Lumbar device {P950002).

Intended Use / Indications for Use

The Endoskeleton® TAS Interbody Fusion Device is indicated for use in skeletally mature
patients with Degenerative Disc Disease (DDD) at one or two contiguous levels from £2-51.
DDD is defined as discogenic back pain with degeneration of the disc confirmed by patient
history and radiographic studies. Patients should have received 6 months of non-operative
treatment prior to treatment with the devices. The device may be used with supplemental
fixation. These DDD patients may also have up to Grade | spondylolisthesis or retrolisthesis at
the involved level(s). It is indicated to be use with autograft bone.

Technological Characteristics

The Endoskeleton” TAS is comprised of a variety of implant sizes to accommodate various
patients’ anatomy and pathology, and includes associated instrumentation. All implantable
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Titan Spine, LLC

% Silver Pine Consulting, LLC
Richard Jansen, Pharm.DD.
13340 Guild Avenue

Apple Valley, Minnesota 53124

Re: KI11020 i
Trade/Device Name: Endoskeleton™ TAS
Reuoulation Number: 21 CFR 888.5080
Reoulation Name: Intervertebral body fusion device
Regulatory Class: Class 1
Product Code: OVD
Dated: August 24, 2011
Received: August 25, 2011

Dear Dr. fansen:

We have reviewed vour Section ST0(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or Lo
devices that have been reclassified in accordance with ile provisions of ihe Federal Food, Drug,
and Cosmeltic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions ol the Act. The
gencrul controls provistons of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulicration. Please note: CDREH does not evaluate information related to contract Hability
warrantics. We remind vou; however, that device labeling must be truthful and not misieading.

[F vour device is classified (see above) into either class [ (Special Controls) or class [ (PMA), 1t
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FIDA may
publish further announcements concerning vour device in the Federal Register.

Please be advised that FDA s issuance of a substantial equivalence determination does not imean
that FDA has made a deternyination that vour device complies with other requirements of the Act
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or anv Federal statutes and regulations administered by other Federal agencies. You must
comply wiih all the Aci’s requirements, including, but net hmited w: regisiration and histing (21
CFR Part §07); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 8§03); vood manufaciuring practice requirements as set
forth in the quality svstems (QS) regulation (21 Cl"‘ R Part 820); and ifapplicable, the elecironic
product raciation control provisions (Sections 331-342 of the Act); 21 CI'R 1000-1050.

If vou desire specific advice for vour device on our tabeling regulation (21 CFR Part 8013, please
¢o (o higp:/waww fda.cov/AboutFDA/CentersOffices/CDRFVCDRHO ffices/ucm 1 15809.him for
the Center for Devices and Radiological Flealth's {CDRITs) Office of Compliance. Also, please
note the regulation entitled, “Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions xuuudmﬂ the reporting of adverse events under the MDR regulation (21
CFR Purt §03), please go 1o

huphwww fda.vov/Medical Devices/Safetv/Reportalrobleny/defaulthim for the CDRH's Office
ol Surveillance and Biomeuies/Division ol Postimarkel Survetllance.

You may obtain other general information on vour responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-lree number
(800) 638-2041 or (301) 796-7100 or a1 its [Internet address

hitp:/Awww. fda.coviMedical Devices/ResourcesiorYouw/Industry/default.hom.
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Mark N. Melkerson

Director

Division of Surgical, Orthopedic
and Restorative Dewc,cs

Office of Device Evaluation

Center {or Devices and
Radiological Flealth

Enclosure



Indications for Use Statement

510(k) Number (if known):___ L 111 2%
Device Name: Endoskeleton’ TAS

Indications for Use:

The Endoskeleton® TAS Interbody Fusion Device is indicated for use in skeletally mature
patients with Degenerative Disc Disease (DDD) at one or two contiguous levels from L2-51.
DDD is defined as discogenic back pain with degeneration of the disc confirmed by patient
history and radiographic studies. Patients should have received 6 months of non-operative
treatment prior to treatment with the devices. The device is a standalone system intended to
be used with the bone screws provided and requires no additional supplementary fixation.
These DDD patients may also have up to Grade | spondylolisthesis or retrolisthesis at the
involived level(s). It isindicated to be use with autograft bone.

Prescription Use ___V AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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(Difision Sign-OfY)
Division of Surgical, Orthopedic,
and

Restorative Devices

510(k) Number__K111¢ 26




